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Box No. I Basis of the report 

1 . With regard to the language, this report is based on the international application in the language in which it was 

filed, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23,1 (b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 andtor 55.3) 

2. With regard to the elements* of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 

1 -22 as originally filed 
Claims, Numbers 

1 .29 received on 20.04.2005 with letter of 1 9.04.2005 
Drawings, Sheets 

1 /4-4/4 as originally filed 

□ a sequence listing and^r any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets>figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table{s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may he marked "superseded, " 
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Box No. IN Non-establishment of opinion with regard to novelty, inventive step and Industrial 

applicability 

1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

13 claims Nos, 29(partly) 
because: 

S the said international application, or the said claims Nos. 29(partly) relate to the following subject matter 
which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. 

□ the nucleotide andibr amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instmctions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide and/Dr amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

□ See separate sheet for further details 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, Inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-29 

No: Claims 

Inventive step (IS) Yes: Claims 

No: Claims 1 -29 

Industrial applicability (lA) Yes: Claims 1-28 

No: Claims 

2. Citations and explanations (Rule 70.7): 
see separate sheet 



Box No. VI Certain documents cited 

1. Certain published documents (Rule 70.10) 
and /or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 
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Re item III. 

Rule 39.1 (iv) PCT - Method for treatment of the human or animal body by therapy - claim 



Re Item V. 

1 The following documents are referred to In this communication: 

D1 : WO 00/02539 A 

D2: WO 01/80797 A 

D3: WO 98/221 14 A 

D4: US 5 719 197 A 

D5 : GB 2 31 1 027 A 

D6: US 5 792 469 A 

D7: US 5 993 849 A 

2 INDEPENDENT CLAIM 1 

2.1 Document D1 discloses a topical plaster containing anti-inflammatory drugs (see D1 , 
claims). 

2.2 Document D2 discloses a medicated wrap containing drugs, e.g. Rofecoxib, 
Celecoxib, etc. (see D2, page 10, line 12-35; page 1 1 , line 1-3). 

2.3 Document D3 discloses a method for promoting tissue repair using various drugs 
(see D3, page 29, line 29-32; page 30,31). The composition is incorporated into a 
cream or ointment, or is in the forni of a powder. The reference is silent with respect 
to incorporation into a dressing. 

2.4 Document D4 discloses a composition for topical administration of phannaceutical 
agents (see D4, column 21, line 51-67; column 22, line 1-18). 
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2.5 Document D5 discloses coated absorbable beads for wound treatnnent comprising, 
e.g. Ibuprofen, Naproxen, Acetaminophen, etc. (see D5, page 4, line 11-12). The 
reference is silent with respect to how it may be used as a wound dressing. 

2.6 Document D6 discloses a biodegradable in situ film forming liquid dressing 
comprising various drugs (see D6, column 9, line 41-44). The composition is applied 
and not removed again but is left to degrade. 

2.7 Document D7 discloses a hydrophilic adhesive and binder for medications (see D7, 
claims). 

2.8 D1 , D2 and D7 disclose medical dressings or wraps with Incorporated painkillers. 
D4 discloses a composition for topical delivery. However, all 3 references are for 
transdermal use, and the references are silent with respect to use on open 
wounds. 

2.9 Therefore, the subject-matter of independent claims 1 ,29 is novel in the sense of 
Article 33(2) PCT. 

3 INVENTIVE STEP 

3.1 The problem to be solved can be regarded as to provide a wound care 

device that supplies pain relief locally to a wound and nearby surroundings but not 
systemically, i.e. in the body, to reduce or eliminate side effects and capable of 
releasing a pain-killing agent to a wound even when only low levels of exudates are 
present. 

3.2 The solution disclosed in claim 1 is a wound care device comprising an active 
pain killing agent, said device being capable of releasing a painkilling agent to a 
wound even when only low levels of exudates are present, that supplies pain relief 
locally to a wound and nearby surroundings and wherein at least 50% w/w of the pain- 
killing agent is released during the first 24 hours after application and wherein a majority 
of said pain killing agent is in direct contact with the wound. 
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3.3 Claim 1 therefore lists desiderata without detailing how such effects can be 
achieved. 



3.4 There is not sufficient technical disclosure of the composition of the wound 
dressing for a person skilled in the art to provide a wound dressing device from the 
content of claim 1 to solve the problem posed. 

3.5 Indeed, it would be obvious to a person skilled in the art to provide a wound care 
device that supplies pain relief locally to a wound and nearby surroundings but not 

systemically, i.e. in the body, to reduce or eliminate side effects - hence claim 29 does 
not involve an inventive step in the sense of Article 33(3) PCT. 

3.6 At present, therefore, the provision of a wound care device that comprises a low- 
level of a pain-killing agent as disclosed in the subject-matter of claim 1 does not 
involve an inventive step in the sense of Article 33(3) PCT. 

4 DEPENDENT CLAIMS 2-28 

Dependent claims 2-28 being dependent on claim 1 , meet the requirements of the 
PCT in respect of novelty and inventive step [Article 33(2) and (3) PCT]. 
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CLAIMS 

1. A wound care device comprising an active pain killing agent, said device being 
capable of releasing a painkilling agent to a wound even when only low levels of 
exudates are present, that suppfies pain relief locally to a wound and nearby sur- 

5 roundings and wherein at least 50% w/w of the paln-kitling agent is released dur- 
ing the first 24 hours after application and wherein a majority of said pain killing 
agent is in direct contact with the wound. 

2. A wound care device according to claim 1 wherein the amount of pain killing 
10 agent in the device is below the towest daily unit dose for systemic treatment 

3. A device accorting to any of the preceding claims, wherein the pairvWIBng 
agent is an anti-inflammatory pain-killing agent. 

15 4. A device according to any of the preceding claims, wherein the device has a 
maximum absorption of 0,2 g/crn*. 

5. A device according to any of the preceding claims, wherein the device is sub- 
stantially non-absorbent 
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6 A device according to any of the preceding claims, wherein the release of the 
pain-kining agent is substantiany independem of Ihe amount of wound exudate. 

7 A wound care device according to any of the preceding claims wherein the 

25 pain killing agent is released to the wound in such a way that substantially no ef- 
fective systemic plasma concentration of the pain killing agent can be found. 

8 A device according to any of the preceding claims, wherein at least 50% w/w 
of the pain4dlling agent is released during the first 12 hours after application. 
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9 A device according to any of the preceding claims, wherein at least 50% w/w 
of the pain-killing agent is released during the first 6 hours after application. 
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10 A device according to any of the preceding daims. wherein at least 75% w/w 
of the pain^cilling agent is released during the first 24 hours after application. 

1 1 A device according to any of the preceding claims, wherein at least 75% w/W 
5 of the paining agent Is released during the first 12 houis after application. 

12 A device according to any of the preceding claims, wherein at least 75% w/w 
of the pain-Kililng agent is released during the first 6 hours after application. 

10 13. A device according to any of the preceding claims, wherein at least 90% wA*/ 
of the pain-WllIng agent is released during the first 24 hours after application. 

14. A device according to any of the preceding claims, wherein at least 90% w/W 
of the pain^illing agent is released during the first 12 hours after application. 

" 15. A device according to any of the preceding claims, wherein at least 90% w/w 
of the painJdinng agent is released during the first 6 hours after applicaton. 

16 A device acconling to any of the preceding claims, wherein the device com- 
20 prises one or more components selected from the group of PVP. PVA. poiylacHc 
adds polysaccharides such as carboxy methyl cellulose, hydroxymethyl cellu- 
lose, chitosan. alginate, or polyacrylic acids, methacrylates, siOcones. styrene- 
isoprene-styrene mixtures, vaseline, glycols such as PEG or PEG/PPG mixtures 
or polyurethane. 

^ 17 Adeviceaccordingtoanyoftheprecedingclaims.whereintheamountof 
pain killing agent is less than 75% of the daily unit dose for systemic treatment 
using the agent 

30 18 Adevlceaccordingtoanyoftheprecedingdaims.whereintheamountof 
pain killing agent is less than 50% of the daily unit dose for systemic treatment 
using the agent 
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19. A device according to any of the preceding claims, wherein the pain-killing 
agentisaNSAID. 

20. A device according to any of the preceding claims, wherein the pairMcOling 

5 agent is ibuprofen. 

21. A wound care device according to any of the preceding daims wherein the 
pain killing agent is provided on the wound facing surface of the device. 

10 22. Awoundcaredeviceaccortlingtoanyofclalms 1-20 wherein the pain kWing 
agent is provided in a relatively thin wound<ontacUng layer. 

23. A wound care device accorxJihg to any of the preceding claims wherein the 
device has a thickness of less thanl.S mm. 

24. Awound care device according to any of the preceding claims wherein the 
device exhibits non-stick properties with regards to the wound. 

25. A wound care device according to any of the preceding claims wherein the 
20 device is in the fomn of a sheet-like layer. 

26 A wound care device according to daim 25 wherein the layer is prepared 
fn«n a web, a net a knit, a woven or a non-woven fabric, a pem^eable or perfo- 
rated film or a foam or a hydrogel. 

27 Awoundcaredeviceaccordlngtoanyoftheprecedlngdaimswhereinthe 
device is in the fom, of an open fabric being coated or impregnated with a com- 
position comprising the pain-kflling agent 

30 28. A wound care device according to daim 27 wherein the composition further 
comprises a non-stick agent 

29 A method of bBating pain at a wound site comprising app^rtng to the wound a 
wound care device comprising an active pain relieving composition, said compel 



AMENDED SHEET 



26 



s-rtion is an anWnflammatory pain Icilling agent, wherein the amount of pain kiliing 
agent in the device is below the daily unit dose for systemic treatment and 
wherein a majority of the pain killing agent is brought into direct contact with, the 
wound. 

5 
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